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§438.364

review results of evaluation of compli-
ance with individual accreditation
standards, noted deficiencies, correc-
tive action plans, and summaries of
unmet accreditation requirements.

§438.364 External quality review re-
sults.

(a) Information that must be produced.
The State must ensure that the EQR
produces at least the following infor-
mation:

(1) A detailed technical report that
describes the manner in which the data
from all activities conducted in accord-
ance with §438.3568 were aggregated and
analyzed, and conclusions were drawn
as to the quality, timeliness, and ac-
cess to the care furnished by the MCO
or PITHP. The report must also include
the following for each activity con-
ducted in accordance with §438.358:

(i) Objectives.

(ii) Technical methods of data collec-
tion and analysis.

(iii) Description of data obtained.

(iv) Conclusions drawn from the data.

(2) An assessment of each MCO’s or
PIHP’s strengths and weaknesses with
respect to the quality, timeliness, and
access to health care services furnished
to Medicaid recipients.

(3) Recommendations for improving
the quality of health care services fur-
nished by each MCO or PIHP.

(4) As the State determines, meth-
odologically appropriate, comparative
information about all MCOs and
PIHPs.

(6) An assessment of the degree to
which each MCO or PIHP has addressed
effectively the recommendations for
quality improvement made by the
EQRO during the previous year’s EQR.

(b) Awvailability of information. The
State must provide copies of the infor-
mation specified in paragraph (a) of
this section, upon request, through
print or electronic media, to interested
parties such as participating health
care providers, enrollees and potential
enrollees of the MCO or PIHP, recipi-
ent advocacy groups, and members of
the general public. The State must
make this information available in al-
ternative formats for persons with sen-
sory impairments, when requested.

(c) Safeguarding patient identity. The
information released under paragraph
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(b) of this section may not disclose the
identity of any patient.

§438.370 Federal financial participa-
tion.

(a) FFP at the 75 percent rate is
available in expenditures for EQR (in-
cluding the production of EQR results)
and EQR-related activities set forth in
§438.358 conducted by EQROs and their
subcontractors.

(b) FFP at the 50 percent rate is
available in expenditures for EQR-re-
lated activities conducted by any enti-
ty that does not qualify as an EQRO.

Subpart F—Grievance System

§438.400 Statutory basis and defini-
tions.

(a) Statutory basis. This subpart is
based on sections 1902(a)(3), 1902(a)(4),
and 1932(b)(4) of the Act.

(1) Section 1902(a)(3) requires that a
State plan provide an opportunity for a
fair hearing to any person whose claim
for assistance is denied or not acted
upon promptly.

(2) Section 1902(a)(4) requires that the
State plan provide for methods of ad-
ministration that the Secretary finds
necessary for the proper and efficient
operation of the plan.

(3) Section 1932(b)(4) requires Med-
icaid managed care organizations to es-
tablish internal grievance procedures
under which Medicaid enrollees, or pro-
viders acting on their behalf, may chal-
lenge the denial of coverage of, or pay-
ment for, medical assistance.

(b) Definitions. As used in this sub-
part, the following terms have the indi-
cated meanings:

Action means—

In the case of an MCO or PITHP—

(1) The denial or limited authoriza-
tion of a requested service, including
the type or level of service;

(2) The reduction, suspension, or ter-
mination of a previously authorized
service;

(3) The denial, in whole or in part, of
payment for a service;

(4) The failure to provide services in
a timely manner, as defined by the
State;

(5) The failure of an MCO or PIHP to
act within the timeframes provided in
§438.408(b); or
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(6) For a resident of a rural area with
only one MCO, the denial of a Medicaid
enrollee’s request to exercise his or her
right, under §438.52(b)(2)(ii), to obtain
services outside the network.

Appeal means a request for review of
an action, as ‘‘action’ is defined in this
section.

Grievance means an expression of dis-
satisfaction about any matter other
than an action, as ‘“‘action’ is defined
in this section. The term is also used to
refer to the overall system that in-
cludes grievances and appeals handled
at the MCO or PIHP level and access to
the State fair hearing process. (Pos-
sible subjects for grievances include,
but are not limited to, the quality of
care or services provided, and aspects
of interpersonal relationships such as
rudeness of a provider or employee, or
failure to respect the enrollee’s rights.)

§438.402 General requirements.

(a) The grievance system. Each MCO
and PTHP must have a system in place
for enrollees that includes a grievance
process, an appeal process, and access
to the State’s fair hearing system.

(b) Filing requirements—(1) Authority
to file. (i) An enrollee may file a griev-
ance and an MCO or PIHP level appeal,
and may request a State fair hearing.

(ii) A provider, acting on behalf of
the enrollee and with the enrollee’s
written consent, may file an appeal. A
provider may file a grievance or re-
quest a State fair hearing on behalf of
an enrollee, if the State permits the
provider to act as the enrollee’s au-
thorized representative in doing so.

(2) Timing. The State specifies a rea-
sonable timeframe that may be no less
than 20 days and not to exceed 90 days
from the date on the MCO’s or PIHP’s
notice of action. Within that time-
frame—

(i) The enrollee or the provider may
file an appeal; and

(ii) In a State that does not require
exhaustion of MCO and PIHP level ap-
peals, the enrollee may request a State
fair hearing.

(3) Procedures. (i) The enrollee may
file a grievance either orally or in writ-
ing and, as determined by the State, ei-
ther with the State or with the MCO or
the PIHP.

§438.404

(ii) The enrollee or the provider may
file an appeal either orally or in writ-
ing, and unless he or she requests expe-
dited resolution, must follow an oral
filing with a written, signed, appeal.

§438.404 Notice of action.

(a) Language and format requirements.
The notice must be in writing and
must meet the language and format re-
quirements of §438.10(c) and (d) to en-
sure ease of understanding.

(b) Content of notice. The notice must
explain the following:

(1) The action the MCO or PIHP or
its contractor has taken or intends to
take.

(2) The reasons for the action.

(3) The enrollee’s or the provider’s
right to file an MCO or PIHP appeal.

(4) If the State does not require the
enrollee to exhaust the MCO or PIHP
level appeal procedures, the enrollee’s
right to request a State fair hearing.

(5) The procedures for exercising the
rights specified in this paragraph.

(6) The circumstances under which
expedited resolution is available and
how to request it.

(7) The enrollee’s right to have bene-
fits continue pending resolution of the
appeal, how to request that benefits be
continued, and the circumstances
under which the enrollee may be re-
quired to pay the costs of these serv-
ices.

(c) Timing of notice. The MCO or PIHP
must mail the notice within the fol-
lowing timeframes:

(1) For termination, suspension, or
reduction of previously authorized
Medicaid-covered services, within the
timeframes specified in  §§431.211,
431.213, and 431.214 of this chapter.

(2) For denial of payment, at the
time of any action affecting the claim.

(3) For standard service authoriza-
tion decisions that deny or limit serv-
ices, within the timeframe specified in
§438.210(d)(1).

(4) If the MCO or PIHP extends the
timeframe in accordance with
§438.210(d)(1), it must—

(i) Give the enrollee written notice of
the reason for the decision to extend
the timeframe and inform the enrollee
of the right to file a grievance if he or
she disagrees with that decision; and

245



§438.406

(ii) Issue and carry out its determina-
tion as expeditiously as the enrollee’s
health condition requires and no later
than the date the extension expires.

(5) For service authorization deci-
sions not reached within the time-
frames specified in §438.210(d) (which
constitutes a denial and is thus an ad-
verse action), on the date that the
timeframes expire.

(6) For expedited service authoriza-
tion decisions, within the timeframes
specified in §438.210(d).

§438.406 Handling of grievances and
appeals.

(a) General requirements. In handling
grievances and appeals, each MCO and
each PTHP must meet the following re-
quirements:

(1) Give enrollees any reasonable as-
sistance in completing forms and tak-
ing other procedural steps. This in-
cludes, but is not limited to, providing
interpreter services and toll-free num-
bers that have adequate TTY/TTD and
interpreter capability.

(2) Acknowledge receipt of each
grievance and appeal.

(3) Ensure that the individuals who
make decisions on grievances and ap-
peals are individuals—

(i) Who were not involved in any pre-
vious level of review or decision-mak-
ing; and

(ii) Who, if deciding any of the fol-
lowing, are health care professionals
who have the appropriate clinical ex-
pertise, as determined by the State, in
treating the enrollee’s condition or dis-
ease.

(A) An appeal of a denial that is
based on lack of medical necessity.

(B) A grievance regarding denial of
expedited resolution of an appeal.

(C) A grievance or appeal that in-
volves clinical issues.

(b) Special requirements for appeals.
The process for appeals must:

(1) Provide that oral inquiries seek-
ing to appeal an action are treated as
appeals (to establish the earliest pos-
sible filing date for the appeal) and
must be confirmed in writing, unless
the enrollee or the provider requests
expedited resolution.

(2) Provide the enrollee a reasonable
opportunity to present evidence, and
allegations of fact or law, in person as
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well as in writing. (The MCO or PIHP
must inform the enrollee of the limited
time available for this in the case of
expedited resolution.)

(3) Provide the enrollee and his or her
representative opportunity, before and
during the appeals process, to examine
the enrollee’s case file, including med-
ical records, and any other documents
and records considered during the ap-
peals process.

(4) Include, as parties to the appeal—

(i) The enrollee and his or her rep-
resentative; or

(ii) The legal representative of a de-
ceased enrollee’s estate.

§438.408 Resolution and notification:
Grievances and appeals.

(a) Basic rule. The MCO or PTHP must
dispose of each grievance and resolve
each appeal, and provide notice, as ex-
peditiously as the enrollee’s health
condition requires, within State-estab-
lished timeframes that may not exceed
the timeframes specified in this sec-
tion.

(b) Specific timeframes—(1) Standard
disposition of grievances. For standard
disposition of a grievance and notice to
the affected parties, the timeframe is
established by the State but may not
exceed 90 days from the day the MCO
or PIHP receives the grievance.

(2) Standard resolution of appeals. For
standard resolution of an appeal and
notice to the affected parties, the State
must establish a timeframe that is no
longer than 45 days from the day the
MCO or PIHP receives the appeal. This
timeframe may be extended under
paragraph (c) of this section.

(3) Expedited resolution of appeals. For
expedited resolution of an appeal and
notice to affected parties, the State
must establish a timeframe that is no
longer than 3 working days after the
MCO or PIHP receives the appeal. This
timeframe may be extended under
paragraph (c¢) of this section.

(c) Extension of timeframes—(1) The
MCO or PIHP may extend the time-
frames from paragraph (b) of this sec-
tion by up to 14 calendar days if—

(i) The enrollee requests the exten-
sion; or

(ii) The MCO or PIHP shows (to the
satisfaction of the State agency, upon
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its request) that there is need for addi-
tional information and how the delay
is in the enrollee’s interest.

(2) Requirements following extension. If
the MCO or PIHP extends the time-
frames, it must—for any extension not
requested by the enrollee, give the en-
rollee written notice of the reason for
the delay.

(d) Format of notice—(1) Grievances.
The State must establish the method
MCOs and PIHPs will use to notify an
enrollee of the disposition of a griev-
ance.

(2) Appeals. (i) For all appeals, the
MCO or PIHP must provide written no-
tice of disposition.

(ii) For notice of an expedited resolu-
tion, the MCO or PIHP must also make
reasonable efforts to provide oral no-
tice.

(e) Content of motice of appeal resolu-
tion. The written notice of the resolu-
tion must include the following:

(1) The results of the resolution proc-
ess and the date it was completed.

(2) For appeals not resolved wholly in
favor of the enrollees—

(i) The right to request a State fair
hearing, and how to do so;

(ii) The right to request to receive
benefits while the hearing is pending,
and how to make the request; and

(iii) That the enrollee may be held
liable for the cost of those benefits if
the hearing decision upholds the MCO’s
or PIHP’s action.

(f) Requirements for State fair hear-
ings—(1) Availability. The State must
permit the enrollee to request a State
fair hearing within a reasonable time
period specified by the State, but not
less than 20 or in excess of 90 days from
whichever of the following dates ap-
plies—

(i) If the State requires exhaustion of
the MCO or PIHP level appeal proce-
dures, from the date of the MCO’s or
PIHP’s notice of resolution; or

(ii) If the State does not require ex-
haustion of the MCO or PIHP level ap-
peal procedures and the enrollee ap-
peals directly to the State for a fair
hearing, from the date on the MCO’s or
PIHP’s notice of action.

(2) Parties. The parties to the State
fair hearing include the MCO or PIHP
as well as the enrollee and his or her

§438.420

representative or the representative of
a deceased enrollee’s estate.

§438.410 Expedited resolution of ap-
peals.

(a) General rule. Each MCO and PIHP
must establish and maintain an expe-
dited review process for appeals, when
the MCO or PIHP determines (for a re-
quest from the enrollee) or the provider
indicates (in making the request on the
enrollee’s behalf or supporting the en-
rollee’s request) that taking the time
for a standard resolution could seri-
ously jeopardize the enrollee’s life or
health or ability to attain, maintain,
or regain maximum function.

(b) Punitive action. The MCO or PIHP
must ensure that punitive action is
neither taken against a provider who
requests an expedited resolution or
supports an enrollee’s appeal.

(c) Action following denial of a request
for expedited resolution. If the MCO or
PIHP denies a request for expedited
resolution of an appeal, it must—

(1) Transfer the appeal to the time-
frame for standard resolution in ac-
cordance with §438.408(b)(2);

(2) Make reasonable efforts to give
the enrollee prompt oral notice of the
denial, and follow up within two cal-
endar days with a written notice.

§438.414 Information about the griev-
ance system to providers and sub-
contractors.

The MCO or PIHP must provide the
information specified at §438.10(g)(1)
about the grievance system to all pro-
viders and subcontractors at the time
they enter into a contract.

§438.416 Recordkeeping and reporting
requirements.

The State must require MCOs and
PIHPs to maintain records of griev-
ances and appeals and must review the
information as part of the State qual-
ity strategy.

§438.420 Continuation of benefits
while the MCO or PIHP appeal and
the State fair hearing are pending.

(a) Terminology. As used in this sec-
tion, ‘“‘timely”’ filing means filing on or
before the later of the following:

(1) Within ten days of the MCO or
PIHP mailing the notice of action.
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(2) The intended effective date of the
MCO’s or PIHP’s proposed action.

(b) Continuation of benefits. The MCO
or PIHP must continue the enrollee’s
benefits if—

(1) The enrollee or the provider files
the appeal timely;

(2) The appeal involves the termi-
nation, suspension, or reduction of a
previously authorized course of treat-
ment;

(3) The services were ordered by an
authorized provider;

(4) The original period covered by the
original authorization has not expired;
and

(5) The enrollee requests extension of
benefits.

(c) Duration of continued or reinstated
benefits. If, at the enrollee’s request,
the MCO or PIHP continues or rein-
states the enrollee’s benefits while the
appeal is pending, the benefits must be
continued until one of following oc-
curs:

(1) The enrollee withdraws the ap-
peal.

(2) Ten days pass after the MCO or
PIHP mails the notice, providing the
resolution of the appeal against the en-
rollee, unless the enrollee, within the
10-day timeframe, has requested a
State fair hearing with continuation of
benefits until a State fair hearing deci-
sion is reached.

(3) A State fair hearing Office issues
a hearing decision adverse to the en-
rollee.

(4) The time period or service limits
of a previously authorized service has
been met.

(d) Enrollee responsibility for services
furnished while the appeal is pending. If
the final resolution of the appeal is ad-
verse to the enrollee, that is, upholds
the MCO’s or PIHP’s action, the MCO
or PIHP may recover the cost of the
services furnished to the enrollee while
the appeal is pending, to the extent
that they were furnished solely because
of the requirements of this section, and
in accordance with the policy set forth
in §431.230(b) of this chapter.

§438.424 Effectuation of reversed ap-
peal resolutions.

(a) Services not furnished while the ap-

peal is pending. If the MCO or PIHP, or

the State fair hearing officer reverses a
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decision to deny, limit, or delay serv-
ices that were not furnished while the
appeal was pending, the MCO or PIHP
must authorize or provide the disputed
services promptly, and as expeditiously
as the enrollee’s health condition re-
quires.

(b) Services furnished while the appeal
is pending. If the MCO or PIHP, or the
State fair hearing officer reverses a de-
cision to deny authorization of serv-
ices, and the enrollee received the dis-
puted services while the appeal was
pending, the MCO or the PIHP or the
State must pay for those services, in
accordance with State policy and regu-
lations.

Subpart G [Reserved]

Subpart H—Certifications and
Program Integrity

§438.600 Statutory basis.

This subpart is based on sections
1902(a)(4), 1902(a)(19), 1903(m), and
1932(d)(1) of the Act.

(a) Section 1902(a)(4) requires that
the State plan provide for methods of
administration that the Secretary
finds necessary for the proper and effi-
cient operation of the plan.

(b) Section 1902(a)(19) requires that
the State plan provide the safeguards
necessary to ensure that eligibility is
determined and services are provided
in a manner consistent with simplicity
of administration and the best inter-
ests of the recipients.

(c) Section 1903(m) establishes condi-
tions for payments to the State with
respect to contracts with MCOs.

(d) Section 1932(d)(1) prohibits MCOs
and PCCMs from knowingly having cer-
tain types of relationships with indi-
viduals excluded under Federal regula-
tions from participating in specified
activities, or with affiliates of those in-
dividuals.

§438.602

As a condition for receiving payment
under the Medicaid managed care pro-
gram, an MCO, PCCM, PIHP, or PAHP
must comply with the applicable cer-
tification, program integrity and pro-
hibited affiliation requirements of this
subpart.

Basic rule.
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